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CLFR. Sections ~ 8S4

Product Code: EPA
Class:

Predicate Devices: K080544: CT Injctable Safety Hubher Needle,
concurrence date August 14. 2008.

Device Descniption:

The Power liectable Safety Huber Needle is composed of a sharoened and-coring Hither style
needle for port septum access having a safety feature which is manually operated and will prevent
accidental needle sticks when advanced which is connected to a conventional style extension set
for, attachment to standard IV/DTrug iusion line sets.

The proximal enrd of the needle cannula is adhesively scaled to the moided housing which contains
a clue well and fluid thn hole. The fluid thrn hDole leads to the distal end of the extecnsionl lie set
that is also adhesively bonded in the molded housing. The distal end of the extension tuibing
contains a female liter connector with removable dust cap on the prox:imal end c;,e ating a fluid path
from the needle tip danu the female liter. The infusion set is also Offered iii a conLfiguration where
the extension tubing contans a Y-Site connector with removable dust cap placed midway between
the needle and the femnale luer connetctor. The cetesion tubing contains purple pigment to indicate.
its use for high pressure. The V, portion of the coneMctor is a molded femnale Pier that is sealed with
a removable dustL can. A nnn-removanie pinch clamnp is located betweenl the female hier and needle
cannu& On lie sets with a V-Site connector. two pinch clamps are present located between the
female luer and the Y-Site and the V-Site and the needle cannula. The pinch clamps are desianed
that when enzged. fluid flow is restricted tin the ex.tension mom D Ia.

The needle cannula is constructed with a Hither style ant.-coring needlhe tip. The cannula is
stainless steel and is shielded by a removable star needle miuard of plastic c-onstruction.
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9 The molded wing housing is of plastic construction and contains rigid Drotiu is wings.

Te miolded' wiag nousing is snan fitted into the molded housing via a slecuremin post Thie wing
housing is of plastic construction with a prcudins wing. designed flush with the under surface of

tehousing. The wing. ho using- contains a thn hole that easily slides over the ne-edle c-arnula. The
wiconsist cotases awhc thio surinen bagj is adei&l bonded.U

trighouingcontinsa trsio spns hat is positioned on a Post and is orienatd i oiinn
catnel. The torsion spring is mn E compressed state until thle molded housing is removed from the

wiDEhouingat which time the torsion sumsig is automatically activated. The wins housing

The moddhousing is cnetdt hwiEhosn vthe sezurenent bME. The secin-ement bag.
(a polyesit film larmiaion) is adhesively bDonded to the molded housing2 and the wing huig

1499 Delp Drive 'The securtenn ba-a is cornuresse-d (accordion styl) osuveenl the moided houig and In

housing and is of length sufficiem7 to activate the torsion spring and to prevent the- needle tio from
I-f rleyvile, P 7948 etering the securement bano area. .

Tel: 15-25-4201In normal onerarion. the molded housing ts activated during removal of file nieedle from the patient.
Fax: 215-256-1787 The winp housing is held firm)' in place whuile the molded housing is disengage&. The molded

housing is isens-aged from the wing housing rm inasomng the elevated portion of the molded
iwwwniedcompnet.com housing and sliding the molded h ous . g in an upward, direction, The mooldie housing will

disengage from the wing housing and will advance until the torsion spring is past the needle tip a:
which time the torsion sping wvill snap over the needle access hole. Upon surne activation, there
will be an audible click sound. as the sprins snaps against the wing housing. The se-curement bag
prevents the molded housing from advancing off the nee~dle cannula and the torsion spring prevents -
the needle from advancing our of the housing.

Prior to use, the exposed portion of the needle cannula. inciuding the sharpened needle tip ar ea, is
coated with a silicone fluid to render the needle lubricious and to reduce the insertion (penetration)
and drag force to industry acceptable values.

Each needle size has I.D. Rings locatLed within the pinch clamnp to identify, the appropriate infusion
rate for the noted needle gauge size. Comptonents will be assembled by the rnanufacntrer into
srandard configurations with or, withou the "Y§Site't and packaged.

Indications for Use:

The Wjedcoinp&' Power injectabple Rulher INeedle Safety ifuion Set is intended for use in the
administration of filis and drugs, as well as blood sampling through smo~lanred vascular access
port&. The Medecomo®P Power in iectabie EHer Needle Saf~e5: ifusion Set is also indicated for
power injection of contrast media into (he. central vencuz nsstm with imolaned vascular ac es
ports indicated for power injection. The maimnum recommended infusion rate ai 11.8 cPss is 5-
mil/sec for 19 gauge and 20 Lgag non-coring Hluber srvle needes and 2 mI/sec for 22 gauge non,-
coring Hither style needles.

ComnariqoD, to Predicate Devices:

Thbe Dower- Inctable safep7 Huher needle is substantially equivalent to the uredicate device in
terms or mntended use, basic design- materials, perfiormance, labeling.- nmnfacturing orocess, and
method of sterilization.
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r', Belnch / Performance Data:

Pessu-e testing has been ner-formed on eac-h needle gauge size to determine pressure ratngs
Pressure rating for the aprprae edle gaugae is iocated on the I.E. Ring located within the

ifsion line clamp.

Cinical studies Were nOI deemed necessary since no changes have bee made to the deSigiL
'A pckagin sterilization or indications for use that would have any effect on the safety anti

1499 Delp Drive Testing for all matealsa! ;S found In Section I15. _l1 biocompatibiirv testing denionsu-aies thie

Harleysville, PA 19438 materials used meet the require-ments of ISO 1093

Tel: 215-256-4201 Teehnolo~ical Characteristics:

Fax: 215-256-1787 Technological simiarities between the proposed6 devices and predicate devices remain the same.

wwwmedcompnt. corn Summnary of 'Substantial Eouis'aiene:

The nroposed devices meet tiie performance criter-ia of desigin verification as specified by ISO
standards, guidance documents and irnernal test protocols. Tile proposed device has toe same
intended use, operation and function as the Predicates. There are no differenices that raise new
issues of safen, and effectiveness. The proposed device is substantially uuvalent, to the legally
marketed predicate devices.
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*DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heth Service

SS Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066.0609
Silver Spring, MD 20993.0002

January 8, 2014

MEDCQMPS
Mr. Timothy Holwick
Regulatory Associate
1499 Delp Drive
Harleysville, PA 19438

Re: K132880
Trade/Device Name: Medcomp® Power Injectable Safety Huber Needle
Regulation Number: 21 CER 880.5440
Regulation Name: Intravascular Administration Set
Regulatory Class: 11
Product Code: FPA
Dated: September 20, 2013
Received: September 23, 201 3

Dear Mr. Holwick:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Ding,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medica]Devices/ResourcesforYou/Industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
httip://www.fda.gov/Medica]Devices/Safet/ReportaProblcm/default.htm for the CDRi-'s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http)://www.fda.p-ov[MedicalDevices/ResourccsforYou/industrv/default.htm.

Sincerely yours,

Kw arpewO. Ltim e r -
s for

Erin 1. Keith, M.S.
Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: 0MB No. 0910-0120
Food arid Drug Administration Expiration Date: December 31, 2013

Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K132880

Device Name
medcomp4) Powqr injectable Safety Huber Needle

Indications for Use (Describe)

The MedcomnpZl Power Injectable Huber Needle Safety Infusion Set is intended for use in the administration of fluids and drugs, as
well as blood sampling through implanted vascular access ports. 'Me Medeompi) Power Injectable Huber Needle Safety Infusion Set
is also indicated for power injection of contrast media into the central venous system with implanted vascular access ports indicated
for power injection. The maimum recommended infusion rate at 11.8 cPs isS5 mI/sec for 19 gauge and 20 gauge non-coring Huber
style needles and 2 ml/sec for 22 gauge non-coring Huber style needles.

Type of Use (Select one qr both, as applicable)

[Q Prescuiption Use (Part 21 CFR 801 Subpart D) E] Over-The-Caunter Use (21 CFR 801 Subpart C)

PLEASE 00 NOT WRITE BELOW THIS UINE -CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORN) (Signature)

Digitally signed by Richard
~ C. Chapman
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FORM FDA 3881 (9113) Page 1 of 2psai.owf0U



* This section applies only to requirements of the Paperwork Reduction Act of 1995.

*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of Information is estimated to average 79 hours per response, Including the
time to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this Information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person Is not required to respond to, a collection of
information unless it displays a cumnn ly valid 0MB number."
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